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Public Health Service 

Food and Drug Administration 
College Park, MD 

Ms. Gammy C.Y. Kwok 
Director 
Herbs Generation International Ltd. 
Room 1303 
1 Lyndhurst Tower 
l-7 Lyndhurst Terrace 
Central, Hong Kong 

Dear Ms. Kwok: 

This letter acknowledges receipt of a new dietary ingredient notification, dated April 18, 
2002, to the Food and Drug Administration (FDA) pursuant to 21 U.S.C. 350b(a)(2). On 
April 29,2002, FDA received and filed your notification concerning the substance 
Ganoderma Zucidum Spore Powder (Shell-Broken) that you assert is a new dietary ingredient. 
Subsequently, on June 10,200 1, we received your letter dated June 3,2002, inquiring about 
the status of your notification. 

In accordance with 21 U.S.C. 350b(a)(2), a manufacturer or distributor of a dietary 
supplement that contains a new dietary ingredient must submit certain information to FDA at 
least 75 days before the dietary ingredient is introduced or delivered for introduction into 
commerce. This information must include the basis on which the manufacturer or distributor 
has concluded that a dietary supplement containing such new dietary ingredient will 
reasonably be expected to be safe. FDA reviews this information to determine whether it 
provides an adequate basis for such a conclusion. Under section 350b(a)(2), there must be a 
history of use or other evidence of safety establishing that the dietary ingredient, when used 
under the conditions recommended or suggested in the labeling of the dietary supplement, 
will reasonably be expected to be safe. If this requirement is not met, the new dietary 
ingredient is deemed to be adulterated under 21 U.S.C. 342(f)(l)(B), because there is 
inadequate information to provide reasonable assurance that the new dietary ingredient does 
not present a significant or unreasonable risk of illness and injury. 

Federal regulations found at 21 CFR 190.6 specify the requirements for a premarket 
notification of a new dietary ingredient. We have enclosed a copy of the section of the CFR 
that addresses these requirements. Information that may further assist you is found at our 
website, httrx//www.cfsan.fda.Pov/-dms/ds-ingrd.html. 

The notification you sent us concerning Ganoderma Zucidum Spore Powder (Shell-Broken) is 
incomplete and does not meet the minimum requirements of 21 CFR 190.6 because it fails to: 

l Completely identify the Latin binomial name of Ganoderma lucidurn, which must 
include the name(s) of the author(s) who published the botanical name. 

l Clarify the physical form(s) of the new dietary ingredient you intend to market as a 
dietary supplement. Your letter identifies the new dietary ingredient as 
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Ganoderma Zucidum Spore Powder (Shell-Broken), however, the accompanying 
summary report by the Chinese Academy of Sciences discusses both Gunoderma 
lucidum Spore Powder and Ganoderma lucidum Spore Oil. 

l State the level(s) or amount of the new dietary ingredient that would be provided 
in each of the dietary supplements you intend to market (e.g., amount per capsule). 

l Fully specify the recommended conditions of use of a dietary supplement 
containing the new dietary ingredient including: a description of the target 
population of consumers in terms of gender, age, and any subgroups that should be 
excluded (e.g., infants, children, pregnant, or lactating women, persons with 
certain medical conditions or those taking particular medications); and duration of 
use (e.g., for a certain number of months versus every day for a lifetime). 

l Provide sufficient evidence that a dietary supplement containing the new dietary 
ingredient will reasonably be expected to be safe when used at your recommended 
level of intake. Your notification does not clarify: 1) whether Ganoderma 
Zucidum Spore Powder (Shell-Broken) is identical in composition and processing 
to the Gunoderma Zucidum spore cited in the Chinese Academy of Sciences 
literature you submitted; or 2) how the use of Gunoderma Zucidum in traditional 
Chinese medicine is relevant to the intended conditions of use for Ganoderma 
Zucidum Spore Powder (Shell-Broken) in terms of the level, frequency, and 
duration of use and the target population of consumers. 

l Further, the information you submitted from the Chinese Academy of Sciences 
represents a summary report that is not accompanied by copies of the actual 
studies cited to verify whether they were designed and conducted in a way to 
achieve scientifically reliable results. Other information in your notification 
appears to be selected pages printed from commercial or promotional Internet sites 
rather than from authoritative scientific sources. All such copies provided in a 
notification must be full descriptions of the studies, not abstracts or summaries. If 
they are written in a foreign language, they must be accompanied by accurate and 
complete English translations. Please ensure that all photocopies you send us are 
clearly legible with no missing lines of text due to poor alignment of the paper 
when copying. 

You submitted pages from an Internet site on the product “GURU Fully Sporoderm-broken 
Pure Ganoderma Sporo-pollen Capsule.” This site states “this product has passed the strict 
examination and test by FDA of the USA and has been authenticated for health product by 
FDA.” That statement is incorrect. New dietary ingredients for use in supplements that FDA 
has reviewed through the premarket notification process are not “authenticated,” “approved,” 
or “authorized” by the agency. In addition, FDA does not test ingredients that are reviewed 
through the new dietary ingredient notification process. 

For the reasons discussed above, the information in your notification does not provide an 
adequate basis to conclude that the use of Ganoderma Zucidum Spore Powder (Shell-Broken) 
in a dietary supplement is reasonably expected to be safe. Therefore, your product may be 
adulterated under 21 U.S.C. 321(g)(l)(B) as a dietary supplement that contains Ganoderma 
lucidum Spore Powder (Shell-Broken) for which there is inadequate information to provide 
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reasonable assurance that it does not present a significant or unreasonable risk of illness or 
injury. Introduction of such products into interstate commerce is prohibited under 
21 U.S.C. 331(a) and(v). 

If you desire, you may send us the required information to correct the deficiencies in your 
current notification by submitting a new notification, in triplicate, that is complete and fully 
complies with 21 CFR 190.6. The date we receive this additional information is considered 
the new filing date for your new notification. 

Although not required, if you decide to submit a new notification, we would appreciate your 
sending us an additional two copies for a total of five copies (i.e., original and four copies) to 
facilitate our internal administrative processing of the notification. Please make sure that all 
copies you send us contain the same information in accordance with 21 CFR 190.6. 

Your notification will be kept confidential for 90 days after the filing date. Therefore, after 
July 28,2002, the notification, its addenda and related correspondence from FDA will be 
placed on public display at FDA’s Dockets Management Branch in docket number 95S-03 16. 
However, any trade secret or otherwise confidential commercial information that is in the 
notification will not be disclosed to the public. 

Prior to July 28,2002, you may wish to identify in writing specifically what information you 
believe is proprietary. Nevertheless, our Center’s Freedom of Information Officer has the 
authority to make the final decision about what information in the notification should be 
redacted before it is posted at Dockets. 

We noticed that your notification does not include either a phone or facsimile (fax) number or 
an electronic mail address as other ways to contact you. Although you are not required to 
provide us with this information, we would appreciate your sharing it with us, if it exists, as 
quicker ways to communicate with you. If you have additional questions, please contact us at 
(301) 436-2371. 

Sincerely yours, 

Felicia B. Satchel1 
Director 
Division of Standards 

and Labeling Regulations 
Office of Nutritional Products, Labeling 

and Dietary Supplements 
Center for Food Safety 

and Applied Nutrition 

Enclosure 
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' [Code of Federal Regulations] 
[Title 21, Volume 31 
[Revised as of April 1, 20011 
From the U.S. Government Printing Office via GPO Access 
[CITE: 21cFR190.61 

[Page 569-5701 

TITLE 21--FOOD AND DRUGS 

CHAPTER I--FOOD AND DRUG ADMINISTRATION, DEPARTMENT OF HEALTH AND HUMAN 
SERVICES (CONTINUED) 

PART 190--DIETARY SUPPLEMENTS--Table of Contents 

Subpart B --New Dietary Ingredient Notification 

Sec. 190.6 Requirement for premarket notification. 

(a) At least 75 days before introducing or delivering for 
introduction into interstate commerce a dietary supplement that contains 
a new dietary ingredient that has not been present in the food supply as 
an article used for food in a form in which the food has not been 
chemically altered, the manufacturer or distributor of that supplement, 
or of the new dietary ingredient, shall submit to the Office of 
Nutritional Products, Labeling and Dietary Supplements (HFS-820), Center 
for Food Safety and Applied Nutrition, Food and Drug Administration, 5100 
Paint Branch Parkway, College Park, MD 20740, information including any 
citation to published articles that is the basis on which the manufacturer 
or distributor has concluded that a dietary supplement containing such 
dietary ingredient will reasonably be expected to be safe. An original 
and two copies of this notification shall be submitted. 

(b) The notification required by paragraph (a) of this section shall 
include: 

(1) The name and complete address of the manufacturer or distributor 
of the dietary supplement that contains a new dietary ingredient, or of 
the new dietary ingredient; 

(2) The name of the new dietary ingredient that is the subject of 
the premarket notification, including the Latin binomial name (including 
the author) of any herb or other botanical; 

(3) A description of the dietary supplement or dietary supplements 
that contain the new dietary ingredient including: 

(i) The level of the new dietary ingredient in the dietary 
supplement; and 

(ii) The conditions of use recommended or suggested in the labeling 
of the dietary supplement, or if no conditions of use are recommended or 
suggested in the labeling of the dietary supplement, the ordinary 
conditions of use of the supplement; 

(4) The history of use or other evidence of safety establishing that 
the dietary ingredient, when used under the conditions recommended or 
suggested in the labeling of the dietary supplement, will reasonably be 
expected to be safe, including any citation to published articles or 
other evidence that is the basis on which the distributor or 
manufacturer of the dietary supplement that contains the new dietary 
ingredient has concluded that the new dietary supplement will reasonably 
be expected to be safe. Any reference to published information offered 
in support of the notification shall be 
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accompanied by reprints or photostatic copies of such references. If any 
part of the material submitted is in a foreign language, it shall be 
accompanied by an accurate and complete English translation; and 

(5) The signature of the person designated by the manufacturer or 
distributor of the dietary supplement that contains a new dietary 
ingredient. 

(c) FDA will acknowledge its receipt of a notification made under 
section 413 of the Federal Food, Drug, and Cosmetic Act (the act) and 
will notify the submitter of the date of receipt of such a notification. 
The date that the agency receives the notification submitted under 
paragraph (a) of this section is the filing date for the notification. 
For 75 days after the filing date, the manufacturer or distributor of a 
dietary supplement that contains a new dietary ingredient shall not 
introduce, or deliver for introduction, into interstate commerce the 
dietary supplement that contains the new dietary ingredient. 

(d) If the manufacturer or distributor of a dietary supplement that 
contains a new dietary ingredient, or of the new dietary ingredient, 
provides additional information in support of the new dietary ingredient 
notification, the agency will review all submissions pertaining to that 
notification, including responses made to inquiries from  the agency, to 
determ ine whether they are substantive and whether they require that the 
75-day period be reset. If the agency determ ines that the new submission 
is a substantive amendment, FDA will assign a new filing date. FDA will 
acknowledge receipt of the additional information and, when applicable, 
notify the manufacturer of the new filing date, which is the date of 
receipt by FDA of the information that constitutes the substantive 
amendment. 

(e) FDA will not disclose the existence of, or the information 
contained in, the new dietary ingredient notification for 90 days after 
the filing date of the notification. After the 90th day, all information 
in the notification will be placed on public display, except for any 
information that is trade secret or otherwise confidential commercial 
information. 

(f) Failure of the agency to respond to a notification does not 
constitute a finding by the agency that the new dietary ingredient or 
the dietary supplement that contains the new dietary ingredient is safe 
or is not adulterated under section 402 of the act. 

[62 FR 49891, Sept. 23, 1997, as amended at 66 FR 17359, Mar. 30, 20011 
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Herbs Generation International Ltd. 

1 8ti April, 2002 

To: Division of Standards and Labeling Regulations 
Office of Nutritional Products, Labeling, and Dietary Supplements (HIS-820) 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration, 5 100 Paint Branch Parkway 
College Park, MD, 20740-3 83 5 

Dear Sirs/Madam, 
ent to 

. oderma LucIdurn Suore uowder ( Herbs . Generaoderma 

Lucidurn Suore (lOO%I) 
We are writing in submitting the notifications for new dietary ingredients, the required 
information as follows: 

Company Name : Herbs Generation International Limited 
Contact person : Miss Gammy C.Y. Kwok 
Address Rm 1303, 13/F, 1 Lyndhurst Tower, l-7 Lyndhurst Terrace, 

Central, Hong Kong 
Name of the New 
Dietary Ingredient : Ganoderma Lucidum Spore Powder (Shell- broken) 
Ingredient Description: 100% Ganoderma Lucidum Spore Powder contains 

Triterpene, polysaccharides, polypeptide, glucopeptide 
Adenosine, enzyme, alkaloid, organic germanium and 
Multiple trace elements 

Conditions of use : Able to help enhance the immune system, promote good 
Health, improve the body metabolism, improve the skin 
Texture and complexion, and prevent pre-mature aging. 
Normal health: 2 capsule each time/twice per day 

History of use or 
Evidence of safety of use: Please refer to the attached information done by the 

Chinese Academy of Sciences 
Should you need further information, please feel free to contact the undersigned. 
Thanks ! 

Director 
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18* April, 2002 
To: Division of Standards and Labeling Regulations 

Office of Nutritional Products, Labeling, and Dietary Supplements (HFS-820) 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration, 5 100 Paint Branch Parkway 
College Park, MD, 20740-3 83 5 

Dear Sirs/Madam, 

urn Snore (100%)) 
We are writing in submitting the notifications for new dietary ingredients, the required 
information as follows: 

Company Name : Herbs Generation International Limited 
Contact person : Miss Gammy C.Y. Kwok 
Address Rm 1303, 13/F, 1 Lyndhurst Tower, l-7 cyndhurst Terrace, 

Central, Hong Kong 
Name of the New 
Dietary Ingredient : Ganoderma Lucidum Spore Powder (Shell- broken) 
Ingredient Description: 100% Ganoderma Lucidum Spore Powder contains 

Triterpene, polysaccharides, polypeptide, ,glucopeptide 
Adenosine, enzyme, alkaloid, organic germanium and 
Multiple trace elements 

Conditions of use : Able to help enhance the immune system, promote good 
Health, improve the body metabolism, improve the skin 
Texture and complexion, and prevent pre-mature aging. 
Normal health: 2 capsule each time/twice per day 

History of use or 
Evidence of safety of use: Please refer to the attached information done by the 

Chinese Academy of Sciences 
Should you need tirther information, please feel free to contact the undersigned. 
Thanks! 
Best regards 

Gammy C.YJ*Kwok 
Director 

1303, 1 Lyndhurst Tower, ‘l-7 Lyndhurst Terrace, Central, Hong Kong 





As a medicinal nutrinent, ganoderma lucidum has a very long history. More than 30 years ago, our ancestors 

began to use it to cure diseases and it was praised as the “Oriental Miracle Herb” for its remarkable effect. It is a 
household legend that ganoderma lucidum “brings the dead back to life”. Ganoderma lucidum spore is the essence of 
ganodema lucidum and only one gram of ganoderma lucidum spore can be derived from 1000 grams of ganoderma 

lucidum. The Academia Sinica has founded its pure ganoderma lucidum cultivation base for planting pure, the est of 

Ganoderma Karst on Mt. Huangshan over 1000m above sea level with excellent ecological environment and has the 
shells completely broken at normal temperature with modern techniques. Such way can solve the absorption problem 

arising from the internal walls of chitin. This completely physical technology does no damage to the active elements 
of ganodema lucidum spore and facilitates the absorption by human body to acieve excellent effect. 

Zhongke ganoderma lucidurn spore is a combination of triterpene, polysaccharides, polypeptide, glucopeptide, 
adenosine, enzyme, alkaloid, Organic germanium and multiple trace elements and thus it is endowed with strong 
physiological activity, suitable for independent application or integrated application. 
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Basic Structure of G. Lucidum Polyp charides with Anti-tumor Functions 
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HEPSS: 44.7-56.0% 
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By stimulating the body-intrinsic effector cell’ and cell factor** with cytotoxicity, Zhongke ganoderma lucidum 

spore is to promote the biological activity of retothelium and kill the tumor cells, achieying the purpose of restricting 
the growth of tumor or eliminating tumor. 
1. Activates effector cells of body, enhances the ability of body to kill tumuor and of oncolytic, raises the positive- 

transfer rate of the activity of damaging the tumour over 80%. 
2. Induces the secrection and synthesis of cells factor, enhances the ability of body killing tumour, activates effector 

cell, and protects normal cells. 
3. Restrains immene suppressor factor produced by tumour cells, makes tumour cell exposed to killer cells. 
4. Restrains tumour cells from producing growth promotion. 
5. Repairs and enhances the sensibility of body to cancer effector, enhances adaptability of body. 
6. Eliminates radicals so as to show strong activity of superoxide dismutase in body. 
7. Improves the synthesis of marrow cells DNA, RNA and protein, accelerates splitting and propagation of marrow 

cells, and enhances blood producing function of marrow. 
8. Reduces surface potential of cancer cells, inducts cancer cells gene to mutate again and initiate its fading program. 
9. Kills tumour cells, but its mechanism remains unknown so far. 

Zooperal result shows that Zhongke Ganoderma Lucidum Spore has the inhibitive function to transplantable 
tumors. 

Sarcoma 180: 86.9 - 91.0% Leukemia P388: 66.5 - 78.4% 
Liver Cancer AH-13&-I-7974, AH-66F: 65.1- 7 1% 
Rous Cancer: 81.5 - 89.6% Malign Fibroma: 86.0 - 98.0% 
EC Ehrilich Carcinoma: 79.3 - 87.6% Ascitic HEPS Liver Cancer: 44.7 - 56.0% 

‘Effector Cell: T cell, macrophage (M Q), natural killer (NK) and limph-cell activated killer (LAK). 

**Cell Factor: interferon (LPN), intemeukin (IL),tumor necrosis factor (TNP) and clone stimulus factor (CSP) . 



1. Acute Toxicity Experiment: LD,,, for both female and male mice is over 2 1.5g/kg. 
2. Ames Experiment: Standard test bacteria TA97a. TA98, TA IO0 and TA 102. flal oozing process, dosage 5OOOug/ 

one, with adding S, or not, which shows no obvious sign of induction activity. 
3. Polychromatophilic normocyte micronucleus test on mice bone marrow: Dosage is up to log/kg (weight) and no 

induction activity of the male and female mice has been detected on polychromatophilic normocyte of bone marrow. 
4. Induction activity of primary spermatocyte chromosome of mice spermary. 
Dosage is up to log/kg (weight) and no induction activity has been detected on primary spermatocyte chrome some of 
male mice spermary. 

6. 

7. 

1. Promote the curing eff 
chmotherapy. For 63. 

ricer-inhibitive effect can be increased when used with radiation therapy and 
8 of all the cases, the therapeutic effect is enhanced (for 23%, the therapeutic 

. shortened) and for 24.5 - 33.9%, the effect of radiation therapy is enhanced. 
erapeutic opportunity: for cases that therapeutic indication is restored for dying patients and patents 

conservative treatment, of which, 11.3 - 20.9% can resume radiation therapy and chemotherapy. 
an help post-operational cut to heal rapidly and recover physically so as to receive radiation therapy 
apy as soom as possible. 

umor from rapid diffusion. 
uces side effect: the toxic effect has been reduced to low during radiation theapy and chemotherapy and the 

marrow is eased. For 80.6 - 87.0% of the cases, the white cell is kept within the limit; for 55.8 - 64.2% of the 
ents, no vomiting and the rest can stop vomiting wit - 23%, they suffer from slight 

apsus pilorum; Over 95%,with normal sliip and diet. 
5. Improve Life Quality: during the whole lapse, the li roved. Increased diet: 100%; 

Better sleep: 100%; restored vitality: 1’00%; restored ell: 90%; relieved from pain: 70%; 
improved oppilation: 60% and $ 

6. Prolonged Survival: lO&‘& p s can outlive the estimated survival. 
7. Relieve malign periton& 



l.nstructians & Dos:=rcYes -- 

1.No operation. radiation therapy 01 I .Pre-operation and radiation 

chemotherapy available. therapy and chemotherapy. 

Z.Postconfirmation to pre-opcratlon 2 Inter-radiation therapy and 

(chemotherapy). chemotherapy, Pains caused by Convalescence 

3.Pre-or inter-radiation therapy and 3.Within IS days aher radiation tumor. fron tumor. 

chemotherapy with abnormal white therapy and chemotherapy. Every 

blood cell or hemachrome. Imdex of chemical cxamlnattons 

4.Late period (M). 1.2&3areO.K. 

Ganoderma 
Lucidum 

IOcapsuleslonce. twice a day Take hcforc 5 capsulcsloncc. thrlcc a day. IO capsules/once. 3 5 - 6 capsules/once. 

Spore Capsule meal in the morning &evening. Take betorc meal. or 4 times per day. Twice per day. 
~~ -~~__--- 

Ganoderma 5capsulesIonce. 3 or 
Lucidum 

5 capsules/once. twice a day Take wtth the 5 capsules, thrice a day. 5 -6 capsules/once. 
4 times per day. Take 

Capsule 
above. Take with the above. 

3 or 4 times per day 
with the above. Take with the above. 

‘$&?f~8lRf8~ Other Functions & Dosages 

- , &$gba$f% Cardiovascular and cerebrovascular diseases: 

Shell broken Ganoderma Lucidum Spore can reduce the viscosity of the whole blood and, restrain the reaction of platelet 
aggregation, prevent the formation of thrombus, improve the rheological barrier of the blood, enlarge the branch of the coronary 
artery, increase the supply of blood and oxygen and blood to the ischemia region, relieve angina and improve the behavior of the 
elecrocardiographic curve. Dosage: 6 - 12 capsules per day. 

- 

Shell broken Ganoderma Lucidum Spore can provide the indispensable amino acid, saccharin and trace elements to the 
metabolism and the repairing of liver, stimulate H’-UR to ooze into the liver RNA and stimulate H’-Leu to ooze into serum 

protein and liver protein, increase the content of P-450 and stimulate the repair of damaged liver cells. The efficiency of Shell 
broken Ganoderma Lucidum Spore against virus hepatitis hits 83.2% and it can reduce the index of glutamic aminopherase and 
jaundice and reduce the inflammatory corpuscle of liver lobulus. It spurs up T cells to produce interferon, supplying the 
transformation of HBV and the therapy of C hepatitis. Dosage: 1 .For Serious heoatitis. liver sclernsis nnrl ascetir fluid 1 h - 30 



= -. ~#jjj@;@$@ Decrement of White Blood Cell: 

Shell broken Ganoderma Lucidum Spore can enhance the symthesis of the marrow cell protein and nucleid acid, speed up 
the separation and proliferation of marrow cells and relieve the marrow inhibition. It is effective to the white blood cell decrement 
incurred during the process of radiation therapy, chemotherapy and other reasons and the (efficiency of therapy is 84.6%. Dosage: 

12 - 20 capsules/day. 

n, @ l~~~$j$&&U@l~ Chronic Bronchitis and Asthma: 

Shell broke Ganoderma Lucidum Spore can enhance the reproduction of cilium epicyte of the trachea and the 
repair of the cartilage deformation of the trachea and restrain the release of amine and the rivalry acetylcholine to 
relieve the spasm of the smooth muscle. It is effective to the cough, sputun and asthma typical of bronchitis and the 
efficiency to asthma is 80.0%. Dosage:6 - 12capsules/day 

z, ##@l@j Diabetics: 

Shell broke Ganoderma Lucidum Spore can increase the concentration of plasma insulin and speed up the 
metabolism of glucose. It can not only enhance the utility of saccharine by surrounding tissues but also strengthen the 
activity of the crucial enzyme through the metabolism of saccharine in the liver to promote the utility rate of saccharine 
by the liver. For example, it can promote the activity of glucose kinase and glucose-6-phosphate dehydrogenase to 
decrease the activity of the synthetase. Dosage: 8 - 12 capsules/day 

fT. g&E. gfijjg Hypertension and Hypolipemia: 

?ji!c%ar@F~~Jlfnen%x@m%dk, IW&G~**~ 87.0%. %!JEGwmL~~m~s. TleEiE%N 

13 --flSEEiE~%~v fiiiWG%ktifl::, 7N%flE%fQif. Hf: 6-12%‘~2/ El 
Shell broke Ganoderma Lucidum Spore can restrain the activity of antiotensin enzyme and the efficiency is 87. 

0%. It can obviously reduc centration of cholesterol, triglyceride and B -fatty protein to reduce blood fat and 
6 - 12 capsules/day 

ke Ganoderma Lucidum Spore has a total efficiency rate of 96.0% over Neurataxia and 90% with 
effect. Generally, one-or two-week treatment wi& this medicine can improve the conditions obviously. I I 
6 - 12 capsules/day 

ly allergic to proteins. 
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~ %tS Conclusion 

Ganoderma Lucidum is a rare gem in the traditional Chinese medicinal treasure house and it has been worshipped 
and deified for 3000 years by the oriental worle. Zhongke Ganoderma Lucidum Spore is the best of the modern 
ganoderma lucidum products and has been widely used, as BRM (biological regulating media), to help resist tumors 
and excellent effect has been achieved, which has brought the hope of life and recovery to those who suffer from 
cancer or other diseases. 

!@$ Appendix 

aa*@%z~~~&&~---a~H, 4~~r~~E~*~~%~6. 
GANODERMA LUCIDUM SPORE CAN BE EFFECTIVE ONLY WHEN THE SHELLS ARE BROKEN. 

The human cell absorbs nutriments via molecular permeation. The spore has the similar size to that of the human 
red blood cell and so it is impossible to be absorbed. In view of the structure, the outer layer of ganoderma lucidum 
spore is a wall of chitin and its composition is something like that of the walnut. The ganoderma lucidum spore is a 
walnut reduced by 3000 times and the rigorous chitin contains the molecule and these molecular matter contains the 
main anticancer material polysaccharide and the polysaccharide with the molecular weight of 40000 cannot permeate 
the solid structure of chitin to enter the human humor. Boil the ganoderma lucidum spore for 2 hours in 14x deionized 
water, the total amount of polysaccharide is only l/9.2 of that in the shell-broken spore. Another experiment shows 
that the excrement from patients who took shell-unbroken ganoderma lucidum spore contains a large number of 
unbroken spores and some of them were even viable. These experiments show that only by breaking the shells of the 
spores can the efficacy of ganoderma lucidum spore be fully taken use of and absorbed. Whether used independently 
or with cordyceps, astragalus or poria, it is an indispensable step to break the shell. 

In addition, newly collected ganoderma lucidum spore powder contains immature spores and the triterpene 
content in immature spores is low and it is difficult to break the shells. Triterpene is important composition of the 
ganoderma lucidum spore and it has great activity in killing tumor cells, relieving pains, protecting the liver and 
detoxication. Shell-broken spores must be mature spores and only mature ganoderma lucidum spores can guarantee 
the content of triterpene. 

Some people believe that constant taking ofshell-unbroken spores is of some effect. This can, however, result in 
manure calculus. 





Ganoderma Spore Oil is the active ingredients of Ganderma Spore 

Ganoderma Spore Oil, a yellow or golden semi-transparent liquid under normal temperature, is the concentration 

of some water-soluble matters (polyose) and the fat-soluble substances, including all triterpenes and nuleosides, 

contained in Ganderma Spore. Placed in the room temperature for 30 days. Ganoderma polysaccharide crystal would 

appear. 

Via the advanced CO? Super-critical technology. Zhong Ke Ganoderma Spore Oil was extracted directly from 

broken Ganoderma Spore. Concentrating all the active ingredients. including triterpenes, nucleosides and polyoses, 

contained in sporoplasm. the Ganoderma Spore Oil is purer and its ingredients more complete. 

Because triterpenes, nucleosides and polyoses. contained in Ganoderma Spore Oil, are the three most active 

ingredients to inhibit the proliferation of tumor, generally. Ganoderma Spore Oil is considered as the assembly of 

the effective ingredients in Ganoderma Spore. 

$‘lssf$J# Mechanism and Function -= 

-, a$j Ingredients: 

Contained in each lOOmg Zhong Ke Ganoderma Spore Gil, there are 37mg triterpenes, 1 lmg polyoses, 22mg 

nucleosides 1Omg fatty acid and 9980ppm organic germanium and other ingredients like trace elements, with acute 

Biological activity, which act in single or jointly. 

For the basic structure and the triterpenes’ molecular equation of Ganoderma polyose with strong anti-tumor 

Activity Spore Oil, please refer to the Ganoderma Spore with Broken Sporoderm. 

- #@aafl Anti-tumour Mechanism -. 



As the new biomodulator with anti-tumour activity, the anti-tumour mechanism of Ganoderma Spore Oil is 

similar to that of Ganoderma Spore with Broken Sporoderm, but Ganoderma Spore Gil can more effectively kill the 

tumour cells and alleviate the tumour pain as there are large number of triterpenes existed. 

The testing information is as follow: 

Cancer inhibiting rate for liver cancer AH-Ii, AH-7974 and AH-66F: 84. I %  - 9 I .6%; 

Cancer inhibiting rate for ascitic liver HEPS cancer: 67.8% - 78.4%; 

Pain Threshold (Pain Resisting Capability) increases 84 times. 

1. Acute Peroral Toxicological Test: female/male mouse LD50 > I5.8g/kg. 2.Ames Test: for the standard testing 

microbe TA97a, TA98, TAIOO and TA102, via Plate Infiltration Method, dosage of 5,00Oug/vessel, with or without 

S,, no apparent mutagenic activity was found. 

3. Myeloid Rubricyte Micronucleolus Test on Mouse: with dosage of log/kg, no mutagenic activity to rubricyte 

was found on both male and female mouse.4. Mutagenic Activity to Initial Spermatocyte Chromosome of Testicle 

of Mouse: with dosage of IOg/gm, no Mutagenic Activity to Initial Spermatocyte Chromosome of Testicle was 

discovered on female mouse. 

Conclusion: Zhong Ke Ganoderma Spore Oil is a toxicity-free produc 

m~iems Usage and Dpsage: ----I/ 



Condition 1 .Not possible to conduct I .After operation, before Pains caused by Recovery period of 
operation, radiotherapy and radiotherapy and tumour. tumour patiets. 
chemotherapy; chemotherapy; 

2.After diagnosing and 2.During chemotherapy 
before operation (direct and radiotherapy; 
therapy or Chemotherapy); 3.ln half a month after 

3. Before radiotherapy and hemotherapy and 
chemotherapy; abnormal c radiotherapy; and the testing 
ondition of leukocyte and indices are normal in Test 1, 
hematopoiesis during 2 and 3. 
radiotherapy and 
chemotherapy; 

4.In late phase (M) . 

Ganoderma 
Take 3 times a day, I cap. Take 2 times a day, 1 cap. Take 4 cap. a day , 1 cap. per day 
Each time before meal. 

Spore Oil 
Each time before meal. i.e., 1 cap./6 hours before meal. 

before meal. 
Soft 
Capsule 

1 ~~%!~%~$$I% Feature of Ganoderma Spore Oil I 

Compared with Ganoderma Spore with Broken Sporoderm, Ganoderma Spore Oil is more convenient to 

medicate and its effect is more obvious: 

1. Quantity-effect ratio increased: Because Ganoderma Spore Oil concentrates the active ingredients of 

Ganoderma Spore with Broken Sporoderm of 20 times of its weight, it can be considered that its activity is 20 times 

of the Ganoderma Spore with Broken Sporoderm with the same weight. So the dosage for the patients is largely 

decreased and the fear for taking large quantity of medicine can be decreased, when its effects are improved. 

2. More convenient to take: Adopting the advanced soft capsule technology, able to melt in mouth, the capsule 

can be medicated by oral or keeping in mouth. For the patients who are difficult to swallow, open one end of the 

clipsulb to squeeze it into the mouth of the patients. 

3. ‘.--The price of the oil similar to the Ganoderma Spore with Broken Sporoderm: The price of one capsule of Zhong 

Ke Ganoderma Spore Oil soft capsule (500mg) is similar to the price of 10 capsule of Zhong Ke Ganoderma Spore 

with Broken Sporoderm (150mg). but its content of active ingredients is 40-60 times of that of one capsule of Zhong 
, 

Ke Ganoderma Spore with Broken Sporoderm. Especially for the patients after chemotherapy and radiotherapy, in 

bt,= &&+‘~~d-with tnm& nc.ha. the effect would he hetter with the same exnense. 



. 

CO, Super-critical Extracting Technology is used to extract the effective ingredients needed by people with 

super-critical CO, under certain temperature and pressure. It is known that there are three states for substances 

generally, solid, liquid and gas. But in special circumstances, there are a lot of State Alterations existed. The 

substances has the feature of two states at the same time during alteration from one state to another state, it is called 

super-critical state. The super-critical state of CO,, under which the extracted substance is separated, is the state 

changing from gas state to liquid state. The active ingredients in substances are s,eparated completely but the 

foreign articles and in-active ingredients are excluded after CO, is restored to gas and volatiles. The non-toxic CO2 

can Volatile completely and the extracted active ingredients especially pure and overall, so it is the most advanced 

extracting technology in modern society. This technology was discovered first by the experts in Japan in mid-1980s, 

which was listed among the state 8th five-year technological pioneer plan. An international super-critical 

technology seminar is held every three years in the world and two nationwide super-critical technology seminars 

were held in China in 1996 and 1998 respectively. Ganoderma Spore Oil was successfully extracted with CO? 

super-critical technology in China Academy of Sciences at the end of 1999. 

Because it has to break the sporoderm first under normal temperature to extract Ganoderma Spore Oil, and there 

are special prOCeSSing reqUirementS for intensity, pressure and process to extract different substance, the extracting 
‘L. 

technology of Zhong Ke Gano?ierma Spore Oil is difficult to be exceeded and copied in a short period oftime. 



When the relative units of China Academy of Sciences extracted Ganoderma Spore Oil via CO? super-critical 

technology, they found that no Ganoderma Spore Oil was extracted using Ganoderma Spore powder that was not 

broken Sporoderm as material, and the extracting rate would rise to about 0.2% when the time was lengthened, 

process adjusted and extracting pressure raised. The extracting rate rose only when adopting the Sporoderm-broken 

materials, which was made via the modern physical Sporoderm-broken technology for Ganoderma Spore, as raw 

material, and the extracting rate would be higher when the rate of Sporoderm breakage is higher. Adopting Zhong Ke 

Ganoderma Spore powder wilh over 95% Sporodcrm-broken rate, about 5kg pure Ganoderma Spore Oil can be 

extracted in each 100 kg Ganoderma Sport powder. Therefore. it can he regarded that Sporoderm-broken technology 

is another key technology for the active ingredient extracting of Ganoderma Spore Oil. 

Scientists in China Discovered the Active ingredients in Ganoderma Spore (Excerpt) 

From of Evening Post of Xing Hua News Agency on Mar. 12.2001: A Breakthrough in Ganoderma Spore Study 

Project listed in State Production, Academy and Research Key Projects. After years of study, the scientists in China 

found that the real essence in Ganoderma was the lipid active ingredients, which has been proved as the main 

ingredients in Ganoderma to protect health and cure disease after medical research. 

Under microscope, elliptical with a diameter of 60m, Ganoderma Spore has two layers firm and tenacious 

sporoderm, between which there are cylindered cavity with radial arrangement, which consist of chitin, cellulose, 

resin and polyoses. It is this incredible structure of Ganoderma Spore Oil, a hereditary feature formed to protect the 

effective ingredients in Ganoderma Spore’s cavity during the evolution process, makes Ganoderma Spore Oil solid, 

and becomes the important reason why the sporoderm of Ganoderma Spore is so difficult to break and the 

Ganoderma Spore with un-broken sporoderm is difficult to be absorbed fully by human. 

The super-critical CO, liquid extracting technology can be adopted to separate the totally fragmented sporoderm 

with the lipid active ingredients inside sporoderm, which is the main substance in Ganoderma Spore to protect 

health and cure disease. This is an important discovery and breakthrough in the study and application of Ganoderma. 

The animal test evidenced that the average tumour-inhibiting rate of this lipid active substance reached to 91.6%, 

while the tumour-inhibiting rate of Ganoderma Poiyose, considered as the most active ingredients of Ganoderma 

c2nnr.a l-.c.f~*‘B  in rrn1.s nn-<AC%. 
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Zhongke AT, which is a kind of biology preparation named with two bases-A and U in body gene, it was once reported as ” 
biological missile against oncogene”. 

Cancer cells are formed because of the normal cells’ mutation. The mainly three kinds of mutation cells are as follows: 
Oncogene, tumor suppressor gene and DNA repair gene. 

Oncogene and tumor suppressor gene ( also called antiongene) are the opposite genes of physiology function, two positive 
and negative regulating singles during the time of reproduction, growth, differentiation and fading of tumour cells. The activation 
of oncogene and inactivation of tumor suppressor gene lead to mutation and form cancer cells, and promote the growth and 

reproduction of cancer cells. 
Deficiency and mutation of tumor suppressor gene P,, have been confirmed to be one of the reasons of causing many 

tumours. People have found the mutation of P, gene among more and more different tumors since 1989, including carcinoma of 
stomach, lung, liver, colon, bladdef. breast, scaly cells in head and neck cancer and prostate. Besides it also includes collencyte 

or in soft tissue, turn and tumour in lymph blood-producing system, etc. Forms of mutation can be different 
tation, deletion mutation, ins tation, sign mutation and gene recombination, etc. For example, carcinoma of 

ation of carcinoma of liv d transformation of carcinoma of colon GC-AT, etc. 
g the tip&Tf cell to DNA damage response. The cells that contains wild type P,, i:, 

wn at Gl phase at the time when DNA is damaged, and begins reparation before DNA starts to duplicate, so 
on mistake of cell DNA, and deteriorate cell& It proves that the inactivation of P, cm urge tumour cell to further 
geonom, and promote tumor cell to transform’ to malignancy. 

re, it is very important to inhibit the mutation of cell PS3:, 
ibit tumour cell to deteriorate further. 
ibit genovariation around tumour so as to con 

3. Restrict reproduction signal of growth promotion delive 
program of self-generation a 

Zhongke AT can dul 
A -W&V Of Science. 

e, and start up the- 

ti jointly researched by the Chinese 
moth mold, ganoderma, cordycepic;” I 
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%‘lhe King of Lingzhi@nd His %Zihang Ganoderma Lucidum Spore Powder4 

t 1 About 30 years ago, Mr. Pan Zihang was demobilized from the army. During the Ten-year Turmoil (also called the 
Cultural Revolution in China from1966 to 1976), he missed the chances of promotion in the army because his mother was 
regarded as a %landlord$ at that time. Having left the army, he had to make a living by himself. Mr. Pan Zihang initiated his 
research on Lingzhi in his efforts to help cure his wife * s illnesses. Pan * s wife, Qian Xiaofeng, suffered from serious 
bronchitis and TB, which often made her spit blood. X-rays revealed two l&m-diameter holes in her lungs. The couple* s 
efforts to seek treatment were all in vain. Subsequently, Pan consulted an expert in traditional Chinese medicine, who gave 
him the following prescription: %Boil Lingzhi and tremella, adding crystal sugar. If your wife drinks it twice a day: in the 
morining before breakfast and in the evening after supper, it can surely cure her problems.$ Pan followed the instruction, and 
three months later, his wife recovered, while X-rays showed that the cavities had disappeared. Pan then began to realize the 
medical value of Lingzhi. People said, %Lingzhi saved his wife * s life, hence his enthusiasm about it.§ 

I t Years later, Pan Zihang successfully cultivated a kind of Lingzhi with his own special technique. He named it %Zihang 
Lingzhi5. Furthermore, to his surprise and great joy, Pan discovered in the process of cultivation that the mature Lingzhi sent 
out red, cloudy spore powder, which can be collected and refined through scientific methods and applied to patients with quick 
results. Tests have revealed that the spore powder is rich in polysacchanides, glycosides, protein and amino acids, some of 
which are rare in grain and vegetables and while essential for growth can not be produced by the human body. The spore 
powder is the essence of Lingzhi. Pan named it %Zihang Gancderma Lucidum Spore Powders. 

1 t In the appraisal meeting sponsored by China Preventative Medicine Association, more than ten senior experts held an 
unanimous view that %Zihang Ganoderma Lucidum Spore Powder is a kind of pure natural powder saprophyte material 
released by mature Zihang Lingzhi cultivated with special technique. There is no poisonous reaction after it is taken with a 
dosage of 48g for every kilogram of body weight. It is really a valuable innovation based on the application of Lingzhi and is 
a significant medical discovery.5 Mr. Pan Zihang is the first man who discovered ganodexma ltidum t spore 1 powder t in 

t China. 

I I With %Zihang Lingzhis and %Zihang Gancderma Lucidum Spore Powderg as his main pnxhtcts, Mr. Pan Zihang * s 
business develops quickly. In July; 1989, with special permission from the State Administration for Industry and Commerce 
of the P.R.C., he established China Edible Fungi Technology Development Co. Ltd. (the first and the only private company 
ever permitted to use the word *%China$ in the name of the company) in the city of Maanshan, Anhui Province. In 1994, his 
company moved to No. 18 Fuxing Road, Beiing with a registered capital of 3.6 million U.S. dollars. Now as a member of the 
executive council of China High-Technology Industrialization Research Association and Chairman of the Board and General 
Manager of China Edible Fungi Technology Development Co. Ltd., Mr. Pan owns a large enterprise group, which includes 
China Edible Fungi Technology Development Co. Ltd., Shenzhou Zihang Pharmaceutical Co. Ltd., Beijing Zihang Ganoderma 
Liquor Co. Ltd, Nanjng Zihang Health Products Corporation, Liaoning Provincial Zihang Medicines and Health Products 
Sales Center and other companies. Because of his outstanding position in the development of Lingzhi industry in China, Mr. 
Pan Zihang is called %the King of LingzhiQ by Xinhua News Agency, China News Agency, the People * s Daily and other 

http://www.zihang.com/english/aboutus.asp 2002/4/2~ 
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news media. 

6 l!I99-2001 China Edible Fungi Technology Development Co.Ltd 
Editor LI webmaster@zihang.com.cn Contact usLl zihang@public.bta.net.cn 
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” , - Shanghai Ultra-fine Science & Technique Co., Ltd. %m9E3B 

Uka-fine H igh Broken Spinu’ina Powder 
Spirulina is a kind of green basic food which is 
internationally acknowledged as nutritious and 
nutritive balanced. It is functional on 
angiocardiopathy, diabetes, cancer, hypertension, 
hyperlipemia, anemia, gastropathy and other 
diseases. Adopting advanced low temperature 
physical comminution technology to completely 
break up spirulina’s cell wall, we can manufacture 
products whose particle-size are all less than 5um 
for the fully absorption of body. 
the nourishment of lg of spirulina = total 
nourishment of 10009 of all of kinds of vegetables 

U.&a-fine H igh Broken Pollen 
Flower powder is the sperm of plants. It contains not 
only genetic information but also all the nutritive 
materials new lives need. There are also vetamin 
A,B,C,D,E,K,..., various amino acids, trace elements, 
bioactivator and other elements increasing body 
immunity. The materials are pure natural flower 
powder from northwest plateau without any 
pollution. Adopting advanced low temperature 
physical comminution technology without any 
additive to preserve the efficient elements and the 
cell breaking-up rate is >=99.5%. The product does 
good to people’s immunity and beauty. 

UI&a-fine Tea Powder 
Adopting advanced pure physical micron ultra 
technology, we cornminute quality tea powder into 
less than IOpm, so that the globulin, vitamin A.D.E.K 
and mineral nutrition and other nutritional 
ingredients can be absorbed by bodies. Ultra-fine 
red and green tea powder, accompanied by cane 
sugar, edible essence, spirulina or milk powder, will 
help you decrease blood-fat, blood sugar and 
increase immunity. The product is widely used in the 
fields of foods, drinking, cosmetic 

Clean N ight Sweat 
The product is Chinese traditional medicine 
specially for night sweat and health protection of 
infants and teenagers. It is sweet for children to 
take. 



I . mangnal Ultra-tme Science & Technique Co., Ltd. 

l Medicinal Materials 

UItm-fine High Broken Gmodema Lucidum 
Spore Pollen Powder 
Ganoderma Lucidum spore pollen, the essence of 
Ganoderma Lucidum, is released when Ganoderma 
Lucidum maturates. It is a kind of grey powder. It 
contains polyoses, peptide, triterpenes, etc.. It not 
only can help to increase immunity, anti-anoxia, 
anti-senility, anti-cancer, but also is effective on 
malignant tumor, coronary disease, chronic 
bronchitis, hepatitis, leukopenia, hypoimmunity and 
other diseases. We choose quality ganoderma 
lucidum seed’s spore powder and adopt low 
temperature physical comminution technology, the 
breaking-up ratio beyond 99% and particle size 
averaging out to 1.5pm. The active principle can all 
be absorbed by body. We have cooperated with 
Hongkong Leiyunshang Pharm Corp. and our 
products sell well in international market. 

Ultra-fine Ganoderma Lucidum Powder 
We adopt advanced low temperature physical 
comminution technology to make the product less 
than 5pm, so, unlike traditional cooking method, the 
product can be fully absorbed by body. The product 
can help to increase immunity and inhibit enteric 
tumor. 

Jisongrong@ower) 
It is originated in Brazil. It is a kind of fungus, and its 
pileus’ diameter is 6-l I cm long and is of the shape 
of half ball or expands evenly. Besides that it is 
edible, it also has potential medicine effect. The 
amylose protein extracted from it has the nature of 
anti-tumour. Dry power is yellow in color. Retail 
price: RMB 500/kg; Package: Pkglsack (tinfoil- 
plastic vacuumized). 

A weto Myceium (po wed 
It uses aweto epiphyte extracted from natural aweto, 
and is artificially cultivated with modem biology 
engineering. It contains many kinds of amino acid. 
Its amylose percentage is above 12%. It has the 
medicine function of lowering glycemia and blood 
pressure, anti-inflammation, composure, etc. The 
dry power is brown, and have a delicious taste. 
Retail price: RMB 400/kg; Package: Pkglsack (tinfoil- 
plastic vacuumized). 

Hedgehog Fungus (power) 
It is one of the famous edible funguses. It has faint 
scent, a delicious taste, and is rich in nourishment. 
It contains many kinds of amino acid, seven of 
which are necessary for human beings. Chinese 
traditional medical theory believes that hedgehog 
fungus has an even nature and a delicious taste, 
and that it is beneficial for the fnre internal organs 



I 
1 * 1 Shanghai Ultra-fine Science & Technique Co., Ltd. 

, and digestion. It has good curative effect for 
neurasthenic, gastric ulcer, and chronic gastricism. 
Amylose and multi-peptide discovered recently 
have good effect of anti-cancer. Retail price: RMB 
300/kg; Package: 2kglsack (tinfoil-plastic 
vacuumized). 

Yunzhi Extract Powder 
The effective content is above 42%, and the 
percentage of heavy metal (lead, arsenic, 
hydrargyrum)(mg/kg) is below the state standard. 
The dry power is puce. Retail price: RMB 56O/kg; 
Package: Pkglsack (tinfoil-plastic vacuumired). 

Medfar (power) 
We choose first-class Ninxia medlar and powered it 
ultra-finely with high-tech so that it can be 
completely absorbed by your body. When medlar is 
eaten with water traditionally, many effective 
content which can not dissolve in water is wasted. 
So taking this product can have a much better effect 
than in traditional way and can make you more 
healthy. Functions: beneficial for kidneys, lungs, 
livers, eyes. Retail price: RMB 1501kg; Package: 
Pkglsack (tinfoil-plastic vacuumized). 


